
Emcis c. Lynch, Esquire 
Palmer & Dodge, LLP 
Qne Beaeon street 
Bustan, MA 02108-3 180 

Re: Docket No. 99P-277SlCP1 

Dear M[r. Lynch: 

l21is responds to your citizen petition, dated August I. 2, 1999, ~~q~~st~g that the Eaod and Drug 
Adm~~st~ati~~ (FDA) refuse to accept for filing” Amy abbreviated new drug appl~~at~~~ (ANDA) 
for gabapentin tablets in which Neurontin capsules are the r~f~renee Iisted drug product. As 
discussed below, we have considered the a~g~~~ts presented in your petition in light of the 
ap~~i~abl~ ~eq~~r~rn~~ts for receipt sf an ANIDA, and have d~t~~~~~d that your a~g~m~~ts are 
not persuasive. We wcsufd nat refuse to receive an ANz3A submitted for a gaba~e~t~~ tabfet or 
~t~~~~s~ delay the review of su& an application based an your arguments. 

I. Background 

You state: that you believe “‘at least one generic drug company has ~Qmpl~ted or is p~~~~~~g 
bi~~q~iva~~~~~ studies cumparing a single gabap~~ti~ tablet TV rn~~t~~~~ ~~ur~~ti~ Capsules with 
the intent uf ultimattefy ~bta~~~~g approvaf ts market gabap~~ti~ tablets as a genr=ric for 
~~~~~~ti~ Tablets”’ ~~~tit~~~ at I>, You state that because ~~~~~~t~~ tablets are covered by listed 
patents, receipt of an ANDA for gabap~~ti~ tablets would require a p~a~apb IV certification, 
and the first ~~rnp~y submitting rit31 A,.NDA for which a generic product is substantially complete 
wauld bc eligible for 1 EN-day marketing exclusivity. You assert that an _ANX)A fur a non- 
pb~a~~~t~~al~y ~q~iva~~~t gabap~~ti~ tablet cannot be substantially oxnplete and should not be 
received (and the product sb~~ld the&ore not be eligibfe fur MI-day rn~k~t~~g ~~~l~s~v~ty~ 
because the study used to show that the product seeking approval under the ANDA is 
bioeq~~va~e~t to the reference listed dmg cannot “purport to show b~~~q~ivale~~~f~ of the two 
products. (Petition at 1). 



You are incarreet in your assertion that, under 2 1 CFR 3 14. I2~(a)(~)(i)~ an A.NTDA will not be 
r~~~iv~d by FDA if the inf~~at~~n submitted is ~n~~~~~~nt ta shuw that the appli~~t drug 
product is b~~~q~iva~ent tc, the reference listed drug product (Petition at 2), Section 3 14.127 sets 
forth the reasons that FDA wi11 refuse tcr ~~~~~~e an ANDA. The reazxms that FDA will refise 
to uec&e ark ANDA are in $ 3 14. f 0 1 (d) ;znd (e). Under 6 3 24.101 (a)(2), if FDA 6nds that none 
of the resxxs in $3 ~4*~~~(d) or (c) far r&sing to receive an zspplication apply, the Agency will 
receive the ap~~i~ati~n. A~thuugh 5 3 14.101 (d) and (e) set fotih several bases on which the 
Agency may refuse to receive an ANDA, the only one relevant to the ~gum~nt~ presented in 
your petition is in 9 3 14.1O’I (d)(3). 

er 4 3 14, f 01 (d)(3), the Agency may refuse to receive an AJJDA if it is incomplete because it 
not 0x1 its face contairt inf~~ati~n required under section SOS(j) of the Federal Food, Drug, 

and Crssmetic Act or g 3 14.94 of the Agexy”s regulations. Thus, the Agency would retie to 
receive an ANIDA if, for example, no bi~~qu~val~n~~ data required under $ 3 ~4*94(~)(?) were 
included in the a~p~i~ati~n~ or the ~pp~i~~t drug were one far which a petition must be submitted 
under Q 3 14.93 and rxo such etition was submitted. 

You assert in your petition, however, that prior to a~ce+@anr=e, a~ A.&IDA must contain 
i~f~~at~~n sufGcient to show that the ~pp~~c~~t drug is bi~~qu~va~~nt to the reference listed 
drug product QX that at least “‘purports to show” bi~eq~iva~~~~~ to the reference listed drug. 
This is incorrect for several reasons. Sectisrz 3 14.10 1 (d)(~) states that an a~pl~~atiun may be 
retised if, o;n &s f&x, the application does not contain required i~f~~at~~n. The section dues 
not require FDA to make a d~t~~~~ati~n about biu~quiva~~n~~ or about the appr~vabi~ity or 
fikely ap~r~vabili~y of an A&IDA prior to accepting the AT+JDA for review> as yuur petition 
argues. In order to make such a d~~~~in~t~~n~ the Agency would need to conduct a thor~~ugh 
review of the ~nf~~at~~n &~nta~n~d in an ANDA, which would in effect condition the 
aG~~~t~~e Q~SK~ &&IDA an its appr~vabil~ty. This is cfearly not the purpose of a~~~pt~ng an 
app~i~at~~~, which, zu stated in the r~gu~~t~~n~~ is to m&e a t~~~h~ld d~t~~~nati~n that the 
ANDA is ~uf~~~~ntly ~~rnp~~t~ to permit a ~ub~t~tiv~ review (2 X CFR 3 14,lO I (b)( 1)). Thus 
your request, insofar as it would n~c~~~~t~te a ~ub~tant~v~ Agency review of the inf~~~t~~n in an 
ANDA to d~t~~i~e whether the ANLUA is approvable ;Dr likely to be a~pr~vab~e prior to the 
L%IN’DA”s acceptance, is denied an the grounds that such a review is not required or ~~nt~rn~l~t~d 
by Agency regulations. 
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